A. ETUKET



HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OIIAKOBKA

Kapronena kyrus - Vidalta 10 mg

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT

Vidalta 10 mg tabieTka ¢ yabDKEHO OCBOOOKIaBaHE 38 KOTKH
Carbimazole

2. CBbABbPKAHUE HA AKTUBHUTE CYBCTAHIIM

Enna tabnerka: 10 mg carbimazole
Red ferric oxide (E172)

3. DAPMALEBTUYHA ®OPMA

TabneTka ¢ yABIDKEHO JeHCTBYC

4. PASMEP HA OITAKOBKATA

30 TabieTku

100 TabneTku

6 X 30 TabmeTku
6 X 100 TabneTkn

5. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kotku.

6. TEPAIIEBTUYHU ITOKA3AHUSA

IIpeau ynorpeba npoyeTy JUCTOBKATA.

7. METOJA 1 HAYUH HA ITPUJIOKEHUE

IlepopasiHo npuIIOKEHHE
[Ipean ynorpeba mpoueTu IMCTOBKATA.

8. KAPEHTEH CPOK

KapenTeH cpok: He € IPUIOKIMO.

9. CIHEHUAJIHU NPEAYIPEXIEHUA, AKO E HEOBXOIUMO

[Ipenu ynoTpeda mpoyeTn JTUCTOBKATA.



Ila He ce uymar u cMauksat TabmeTkure Vidalta Thif KaTo TOBa MOBIHABA HA CBOMCTBATA HM.

| 10. CPOK HA TOJIHOCT

l'ogen no {meceryroauna}
Crnen oTBapsHe U3noa3Bail B pamkute Ha 100 gHH.

11. CHEINHMAJIHU YCJIOBUSA 3A CbXPAHEHHUE

Ja ce cpxpansBa npu Temneparypa mox 25 °C.

[la ce cpxpaHsBa B OpPUTMHAIHATA OTIAKOBKA.

[a ce masu nmppBUYHATA OIIAKOBKA IUITHO 3aTBOPEHA C LIeJ IPEANa3BaHe OT Biara.
[la He ce mpemaxBa IIOJICYIIABAIIOTO CPENCTBO.

12. CHEIUWAJIHU MEPKMU 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIN OCTATHIH OT HEI'O, AKO UMA TAKUBA

VHUIIIOXKETEe OCTaThYHHUTE MaT€puajind B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO
3aKOHOOAaTCICTBO.

13. HAJIHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJIOBUA NN OTPAHUYEHHUS OTHOCHO PA3ITPOCTPAHEHUETO N
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepHHAPHOMEIUINHCKA yIOTpeoa.
Jla ce oTmycka camo 10 JIEKapCKO MpeAICaHue.

14. HAIINHUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIIHUA
3A JEIIA MECTA”

I[a CC CbXpaHsBa Aajied OT 1orJjicAa U Ha HCAOCTBIIHU 3a [1€1a MECTa.

15. HMME U IOCTOSHEH AAPEC HA ITIPUTEXATEJISA HA JIMLHEH3A 3A YIIOTPEBA

Intervet International B.V.
Wim de Korverstraat 35
5831 AN Boxmeer

The Netherlands

‘ 16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

0022-1657

‘ 17. TAPTHUJAEH HOMEP

ITaptuna{Homep}



MUHHUMYM UHOOPMALIUA, KOATO TPABBA JJA BBJE U3IINCAHA BbBPXY
MAJIKH OITAKOBKH BMII

®daaxon - Vidalta 10 mg

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Vidalta 10 mg TabieTtka ¢ yabp/nKeHO 0CBOOOKIaBaHE 32 KOTKH
Carbimazole

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIIUA

1 Tabnetka cpappika 10 mg carbimazole

3. CBIABPXKAHUE CIIPIMO MACA, OBEM WIHA BPOM HA EAJVHUYHUTE 1031

30 Trabnerku
100 TabneTku

4. HAYMH HA ITPUJIOKEHUE

IlepopanHo npuioxeHue

5. KAPEHTEH CPOK

Kapenten cpok: He € MPUIT0KUMO.

6. ITAPTUJEH HOMEP

IMaptuna{Homep}

7. CPOK HA TOJHOCT

Tl'ogen no {Meceryroauna}
Cnen oTrBapsHe U3noa3Bail B pamkure Ha 100 gHuU.

‘ 8. HAJIIMCBHT “CAMO 3A BETEPUHAPHOMEJNIWUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yrIOTpe6a.



HHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

Kapronena kyrus - Vidalta 15 mg

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT

Vidalta 15 mg tabieTka ¢ yabDKEHO OCBOOOKIaBaHE 32 KOTKH
Carbimazole

2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHIIUN

1 Tabnetka: 15 mg carbimazole
Red ferric oxide (E172)

3. DPAPMAINIEBTHYHA ®OPMA

TabneTka ¢ yIbIDKEHO JCHCTBHUE.

4. PASMEP HA OITAKOBKATA

30 TabieTkn

100 TabneTku

6 X 30 TabmeTku
6 X 100 TabaeTkn

5. BUJIOBE JKMBOTHH, 3A KOUTO E INTPEJJHAZHAYEH BMII

Kortku.

6. TEPAIIEBTUYHU ITOKA3AHUA

[Mpeau ynorpeba mpoveTH JTUCTOBKATA.

7. METOJ1 1 HAYUH HA ITPUJIOKEHUE

IlepopanHo npuiioxeHue
ITpean ynorpeba mpoyeTu IMCTOBKATA.

8. KAPEHTEH CPOK

KapeHTeH cpok: He € MPUI0KHMO.

9. CIHEHUAJIHU NPEAYNPEXIEHUA, AKO E HEOBXOANUMO




[Ipenu ynoTpeda mpovYeTH TUCTOBKATA.
Jla He ce uynm u cMaykBa Ta0JIeTKaTa, Thii KaTo TOBA IMOBIIMABA HA CBOMCTBATA .

10. CPOK HATOJHOCT

l'ogen no {meceryroauna}
Crnen oTBapsiHE M3MO3Bal B pamkute Ha 100 qHM.

11. CHELHAJIHU YCJOBHUSA 3A CbXPAHEHHUE

Jla ce cvxpaHnsBa npu Temrneparypa mox 25 °C.

Jla ce chXpaHsiBa B OpUTHHAIHATA OTIAKOBKA.

Jla ce ma3u mppBUYHATA OMAKOBKA IUTHTHO 3aTBOPEHA C LIS MPeJia3BaHe OT Bjara.
[a He ce mpemMaxBa MMOJICYIIaBAIOTO CPEICTBO.

12. CHELUWAJIHU MEPKH 3A YHULIOXABAHE HA HEU3IIOJI3BAH TPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKUBA

YHI/IHIO)KCTC OCTAaTbYHUTEC MaTCpHaIi B CbOTBETCTBHUEC C U3UCKBAHUATA HA MECTHOTO
3aKOHOAATCJICTBO.

13. HAJIHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJIOBUA NN OT'PAHUYEHUS OTHOCHO PABITPOCTPAHEHUMETO U
YIIOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTepHHApHOMEAMLIMHCKA yIIoTpeOa
[a ce oTmycka camo II0 JIEKapCKO MpeIcaHe

14. HAIANUCBHT “IJA CE CBbXPAHSBA JAJIEY OT IOTJVIEAA U HA HEJOCTBITHHU
3A JEIIA MECTA”

Ja ce cexpaHsBa ganed OT MOrJjie/ia ¥ Ha HeJOCTHITHY 3a JIeIa MeCTa.

15. HUME U NIOCTOSHEH AJAPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Intervet International B.V.
Wim de Korverstraat 35
5831 AN Boxmeer

The Netherlands

‘ 16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

0022-1657

| 17. MAPTHMJIEH HOMEP

[aptuma{Homep}



MUHHUMYM UHOOPMALIUA, KOATO TPABBA JJA BBJE U3IINCAHA BbBPXY
MAJIKH OITAKOBKH BMII

®daxon - Vidalta 15 mg

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Vidalta 15 mg TabneTtka ¢ yapnKeHO 0CBOOOKIaBaHE 32 KOTKH
Carbimazole

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIIUA

1 Tabetka:15 mg carbimazole

3. CBIABPXKAHUE CIIPIMO MACA, OBEM WJIH 5POM HA EJUHAYHUTE 103U

30 Trabnerku
100 TabneTku

4. HAYMH HA ITPUJIOKEHUE

IlepopanHo MpUIIOKEHUE.

5. KAPEHTEH CPOK

Kapenten cpok: He € MPUITOKUMO.

6. ITAPTUJEH HOMEP

IMaptuna{Homep}

7. CPOK HA TOJHOCT

Tl'ogen no {Meceryroauna}
Crnen oTrBapsHe u3noia3Bail B pamkure Ha 100 gHu.

‘ 8. HAJIIMCBHT “CAMO 3A BETEPUHAPHOMEJNIWUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yrIOTpe6a.



B. JUCTOBKA



JINCTOBKA:
Vidalta 10 mg rabmeTka ¢ yabKeHO 0CBOOOXKIaBaHe 32 KOTKH
Vidalta 15 mg TabieTka ¢ yabKEeHO 0CBOOOXKIaBaHE 32 KOTKH

1 HUME U IIOCTOSHEH AIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJ'I Ha JIMIICH34a 3a VHOTDe6a:
Intervet International B.V.

Wim de Korverstraat 35

NL 5831 AN Boxmeer

The Netherlands

HDOI/I3BOI[I/ITCJ'I, OTTOBOPCH 3a OCB060>KI[aBaHe Ha napTtujaara.
Intervet GesmbH

Siemensstrasse 107

1210 Vienna

Austria

2. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKHAS TIPOAYKT

Vidalta 10 mg tabseTka ¢ yabKEHO OCBOOOKIaBaHe 38 KOTKH
Vidalta 15 mg TabieTka ¢ yapnKeHO 0CBOOOKIaBaHE 32 KOTKH
Carbimazole

) CbAbPKAHUE HA AKTUBHATA CYBCTAHIIMA N EKCIHUIIMEHTUTE

Vidalta e xkppria, po3oBa TabieTka ¢ MK MeThHIA, chabpikaria: 10.0 mg carbimazole (aktuBHa
cyocranmust) u 0.25 mg Red ferric oxide (E172 excuurnuenr)

Vidalta e kppriia, po3oBa TabieTka ¢ MaJKH METHHIA, Chabpikaiia:15.0 mg carbimazole (aktuBHa
cyocrantust) u 0.75 mg Red ferric oxide (E172 excuurnmenr)

4, TEPAIIEBTUYHU ITOKA3AHUSA

3a jeueHue Ha XUINCPTUPECOUINU3BM U CBBP3aHU C XUIICPTUPCOUAN3BM KIIMHUYHU MTPU3HALA ITPU
KOTKH.

5. ITPOTUBOIIOKA3AHUSA

[a He ce W3MoN3Ba NpU KOTKH, CTPAJIAIIN €IHOBPEMEHHO OT CUCTEMATUYHU 3a00JIIBAaHHSI, KATO TEXKKO
I'BPBUYHO YEPHOAPOOHO 3200 IsIBaHE WITH 3aXapeH Juader.

Ja He ce u3mon3Ba NMpH KOTKM C NMPHU3HALM HA ABTOMMYHHM 3a00JISIBaHMS W/WIIM XEMAaTOJIOTWYHU
CMYIIICHUS Ha YepBeHa U Osiyla KpbBHA KapTHHA, KATO aHEMHS, HEYTPOIICHHUS WIIH TUM(OTICHNSI.

Jla He ce U3MoM3Ba P KOTKK ¢ TPOMOOIUTHH YBPEXAaHUs (TPOMOOIMTONCHHS) HIIH KOAryJIOMaTHsL.
Ja He ce M3MONI3Ba NpPU CBPBXUYBCTBUTEIHOCT KbM MEPKANTOMMHUAA30JI, KAaTO KapOMMa3oil WiIn
THaMa30J1 (METHMa30J1) WK KbM HIKOH OT eKCIUITUCHTHTE.

6. HEBJIATOITPUSATHU PEAKLIMN

JledenuneTo Ha XUMEPTUPEONTU3HEM MOXKE J1a JIOBENIE 0 MMOHMWKaBaHe Ha ObOpeuHa nepdysust. B peaxku
Clyyau € JIOKJIaJBaHa a30TE€MUs; B 3aBUCUMOCT OT TE€KECTTa, BPEMEHHO WJIM MOCTOSHHO JCYEHHETO
MoOe Ja ce npekparu. [lonmuauncus U monuypus ChIO ca OWIH AOKJIAJBaHU B PEAKU (ITOJUIHUIICHS)
WM MHOTO PEAKH CITydau (TTOTHYPHS).

3ary0a Ha Teryo, MOBPBIIAHE, JICTAPTHS, TAXUKAPIUSI, HAMAJICH alleTUT, AUApUS U JIEXUIPATAIHS Ce
HaOII0JaBaT PSAIKO.



VYBenn4aBaHe Ha YEPHOAPOOHUTE SH3VMH € JIOKJIAJBAHO B PENIKU CIy4au. TexKKUTe clydan H3HCKBAT
BPEMEHHO WJIM HAITBJIHO MPEKpaTsIBaHE Ha JICYEHUETO. Y BeTMYaBaHETO HA YEPHOAPOOHUTE SH3UMHU €
o0paTUMO clieq MpeKparsiBaHe Ha JieueHHeTo. CHMITOMATHYHA Tepanusi (XpaHUTeNnHa W (IIyHIHA)
MOYKeE J]a e TIPHIIOKH NP HEOOXOAUMOCT.

AHeMmusi, yBeTTMYEH WM HaMajeH Opod Ha Oeu KPBBHH KIIETKH, HEYTPOMWIHS, TPOMOOIUTOIICHUS,
eo3uHOGUINsS W/ TUMQOIIEHUS ca JOKJIAJBaHU B MHOTO PEAKH CIIy4au, MO - CICIHUAIHO Ipe3
mbpBUTE 4-6 CEIMUIM OT HAYAIOTO Ha JIedeHueTo. [IpekpaTsaBaHe Ha JCUYCHUETO MOXKE Ja CE HATOXKHU
B CJIy4ail Ha MOCTOSIHHU W SIBHY CMyIleHUs. [Ipu moBeveTo ciayvyan, aHOMaIMUTE U34Ye3BaT 3a Mepuo/]
ot | mMecel cien IpeKpaTsBaHe Ha JEYCHUETO.

Hepmatosnornunu mpusHany (CbpOex, IepMaTHT, epPUTEMA, ATONCINsA) ca OMIM JOKIaIBAHU B PEIKH
cinydan. Te3u KIMHUYHM TPU3HAIM ca OOMKHOBEHO CJ1a00 MPOSIBEHU W aJICKBATHO TOBJIMSBAHH OT
CHMIITOMATHUYHA Tepanusd ¥ HE M3UCKBAT NPEKpaTsBaHe Ha JCUeHHETo. B ciywail Ha MO-TEXKHU
KITMHIYHU TPHU3HANW, KOUTO HE C€ TOBIHUSABAT OT CHMIITOMaTHYHA Tepamus, Jo3ara TpsOBa 1a Obie
HaMaJIeHa WY JICYEHHETO 1a ObJie IPEeKpPaTeHo, MOCIEABAHO OT MPENEHKa M0JI3a/PUCK OT OTTOBOPHHSA
BETEpHUHAPEH JIeKap.

[Tpu3Hany Ha racCTPOMHTECTHHAIHO KPbBOTEUCHUE, KaTO OBPBIIAHE HA KPBB, IEPOPATHA XEMOPATHs
WIN YepHU U3MPaXHEHU ca T0KJIa/IBaH B MHOTO PEKH CITydau.

ATaKCI/IH, IMUPEKCUsL, TUCHHEA, NE30PUCHTALIMA, arPECUBHOCT U IOJIOKHUTCIIHU aHTUHYKJIICapHU
aHTUTECJIa ChIIO Ca Ooumu JOKJIaJIBaHW B MHOTI'O PEAKHU CilIy4dau.

B cny4an Ha cepro3HU HEOIArONPUSATHN PEAKLUU, CMBPTHOCT - Bb3MOXHO ABJDKAIY CE HA MPOAYKTa
MOJKE J1a BB3HHKHAT, aKO JICYEHHETO HE c€ MpeKpaTh. B MHOro oT ciywaute, HeOIarompusTHUTE
peakuu ca oOpaTHMU cliell IpeKpaTsBaHe Ha JICUCHHUETO.

YecroTara Ha HEOIArONPUATHUTE PEAKLIUHU CE OIIPEesis Ype3 ClIeAHaTa KiIacu()UKALMSL:

- MHOTO yecTH (moseye oT 1 Ha 10 TpeTupaHu )KUBOTHH, POSIBSIBALIN HEOIATONMPUATHH PEAKIIUH T10
BpeMe Ha Kypca Ha €IHO JIeYeHHE)

- yectu (oBeye oT 1, HO mo-manko ot 10 kuBoTHH Ha 100 TpeTupaHu )KUBOTHH)

- He yecTH (roBeue ot 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1,000 TpeTupaHu KUBOTHH)

- penxu (roseue oT 1, HO mo-mainko ot 10 xuBoTHM Ha 10,000 TpeTupaHu KUBOTHH)

- MHOTO pekH (rmo-Manko ot 1 xxuBotHO Ha 10,000 TpeTupaHu >KMBOTHH, BKIFOUHUTEITHO N30JIHPAHH
CHOOIIICHHU).

AKo 3a0enexuTe HIKaKBH HEOIArONMPUATHU PEaKIliy, BKIIFOUNTEIHO U TAKWBa, KOUTO HE Ca OMUCAHU B
Ta3W JIMCTOBKA WIIM MUCITUTE, Y€ BETEPHHAPHOMEAUIINHCKUS IPOAYKT He paboTH, MOJIS 1a YBEIOMHTE
Bamus BerepunapeH Jiekap.

7. BUJIOBE ) KUBOTHMU, 3A KOUTO E ITPEJHA3HAYEH BMII
Kotku
8. JO3UPOBKA 3A BCEKHN BU/JI ZKUBOTHO, METO/Jl N HAYUH HA ITPUJIAT'AHE

CaMo 3a nepopajiHO NPUIIOKEHHE.
[IpunoxeHneTo ¢ XpaHaTta yBeJn4aBa OMOHAJTMYHOCTTAa. BpemeTo 3a mpuiioeHue M Bpb3KaTa My C
XpaHEHeTO TpAOBa 1a ObJAaT MOCTOSHHY BCEKH JICH.

Ja He ce wynu wim cmaukBa Tabnerkara Vidalta, Tit kato ToBa MOBNMSBA Ha CBOMCTBOTO U 3a
YABIDKEHO 0CBOOOXKIaBaHe.

LlenTa Ha JieueHHETO € Ja ce MOoJIbpKa oOIara KOHUEHTpaiwms Ha TUpokKcuH (TTs) B MO-HUCKH
rpaHuny Ha pe)epeHTHH CTOHHOCTH.
[Mpeanarat ce crnenHUTE NPENOPHKY 3a J103aTa 110 BpeMe Ha peryiupaiiaTa u mojabpkamara dasa.



Kopurupanero Ha pmo3ara TpsiOBa Ja ce OCHOBaBa Ha KIMHMYHATA OLICHKA IPHU HMHIUBHUIYIHUTE
)KUBOTHHU.

[IpenopbunTEIHO € MPU BCSKA BU3MTA W3CICIBAHE HA: | 14, MBbJIHA XEMAaTOJIOTHs, OBOPEYHHUTE H
YEepPHOPOOHHU mapameTpu. (BHXK T. 6).

Pecynupawa casza

[TbpBOHAYATHATA 034 € BEAHBK JAHEBHO, MEPOPATHO TNPUIOKEHHE Ha eaHa Tabimerka orld mg
KapOMMa3oJI 3a KOTKa.

BHumanwue, KaTo mMbpBOHAYATHATA JI03a MOXE Jla ce 3armouHe ¢ eaHa 10 mg tabineTka JHBEHO, KOTaTo
TT4 KOHIIEHTpAIMSTA € caMo ¢l1abo MmoBHIlieHa, Hanp. Mexay 50 nmol/L u 100 nmol/L.

C mpenoprs4aHaTa IbpBOHAYAIHA 7034 OT efHa Tabimerka Vidalta orl5 mg Bemasx AHEBHO, oOIIaTa
KOHIIeHTpalmss Ha TupokcuH (TT4) Moke na ce MOHWXKHU A0 eyTupouaHu croitHoctH (TTs < 50
nmol/L) MHOTO CKOpO cIieA 3ar0uBaHe Ha TPETUPAHETO.

PerynupaneTo Ha no3ara MOXxe 1a U3UCcKBa Haii-mManko 10 jaHuW edeHwue.

PerynmupaneTro Ha mo3a TpsOBa Ja ce MpWIOXKH Ha 3, 5 U 8§ ceAMHIIa OT 3aloyYBaHE Ha JICUYCHHUE, B
3aBUCUMOCT OT KIIMHUYHUSI ¥ XOPMOHAJICH OTTOBOP MPU TPETHPAHETO.

[looowvporcawa daza

[IpenopbyBa ce mocienBailo MpociesBaHe Ha BCekW 3-6 Mecena. Jlo3aTta TpsaOBa ga ce ompenens
WHIUBUIyaTHO Ha 0a3aTa Ha KIuHUYHUTE npu3Hanu u TTa. [Ipenoppruntento e na ce uzcnensa TTs,
10-14 gam cien amanTHpaHe HA J03aTa.

TepanertuuHaTa q03a ¢ Mmexkay 10 mg (exna 10 mg tabnetka) u 25 mg (exna 10 mg tabnetka u eaHa
15 mg tabneTka) BeIHBK JHEBHO.

[Tpu HAIKOW KOTKU € HeoOX0uMO 1032 1mo-manko ot 10 mg xkap6umaszon qHeBHO. [Ipu Bcuuku apyrwy,
mHEeBHA 11o3a oT 10 mg mim 15 mg xkapOrumazor MoXKe J1a € TOCTaThuHa 332 KOHTPOJI Ha 3a00JsBaHETO.
YBennuaBaHeToO Ha J103aTa He TPsOBaA Ja ObJe ¢ moBeue oT 5 mg.

Ho3a Haxg 20 Mg e m3nuTaHa camMO Ha MaJbK OpOW KOTKH M TpsAOBa Aa ObJe mpuiaraHa ¢ 0COOCHO
BHUMAaHUCEC.

2 CBBET 3A ITPABUJIHO ITPUJIOKEHUE

Camo 3a TIepopaTHO TPUIIOKEHHE.

[puoXkeHHeTo ¢ XpaHaTa yBeslnuaBa OHOHATMYHOCTTA. BpemeTo 3a NMpUIIOKEHHe W Bpb3KaTa My C
XpaHeHeTo TPsAOBa a ObaT MOCTOSHHHU, BCEKH JICH.

Jla He ce 4ymu WM CMaykBa TabJeTKaTa, Thil KaTO TOBA TOBJIMABA HA CBOWCTBOTO U 33 YABIKEHO
0CBOOOKIaBaHe.

10. KAPEHTEH CPOK
He e mpunoxumo.
11. CHELUAJIHU YCJIOBHUS 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce cpXpaHsiBa Jlajiey OT IIOTJIea M Ha HEAOCTHIIHHU 34 Jiela MECTa.

[a ce cpxpansBa npu Temneparypa mnox 25 °C

[a ce masu mppBUYHATa ONAKOBKA IUIBTHO 3aTBOPEHA.

[a ce masu ¢uiakoHBT TUTBTHO 3aTBOPEH, C LIEJ PEANa3BaHe OT Biara.

He npemaxsaiite nojcymaBamoTo cpe/cTBo. [la He ce u3MmoJi3Ba TO3U BETEPUHAPHOMEUIIUHCKU
NPOAYKT CJIe] U3THYaHE CPOKa Ha TOAHOCT, MOCOYeH BHPXY (1akoHa. CpoKbT Ha TOAHOCT OTroBaps
HAa TIOCJIETHUS I€H OT TO3H MECeTl.

Cpok Ha rOJIHOCT CJie/i TbPBOTO OTBapsiHe Ha onakoBkara: 100 xHu.

12. CHELHUAJIHU NPEAYIPEXIEHUSA



CrenpaiHy IpeaynpexJIeHns 3a BCEKH B )KUBOTHH, 3a KOUTO € npeaHasHaucH BMIT:

TuaMa3zonbT (METHMA30j), AKTUBHHAT META0OMMT Ha KapOMMa3oJsl, WHXHOWpA MPOAYKIHMATA Ha
TUPEOUICH XOPMOH W CJICJIOBATEIHO MPEKpaTsABaHE HA JICYCHUETO C KapOMMa3oJ Ie pe3yiThpa B
0bp30 (B pamkuTe Ha 48 uaca) Bb3BpBINAHE Ha HMBATa Ha THPEOUIHUS XOPMOH IO CTOMHOCTH IIpEIn
neueHnero. CreqoBaTeIHO XPOHUYHOTO TMPHIOKEHHWE € He00XOJWMO, OCBEH IpU ClydyaW Ha
XUPYPTUYCCKUA UHTCPBEHIIUH WM PAJIUAIMOHHO HHAYIIUPAaHA THPEOCKTOMMUSL.

[Ipu ManmbK MPOIEHT OT KOTKUTE C TUPEOUJICH aJICHOM MOXe Jia HMa pe3yJiTaT Win Tol Ja e ciad.
TUpEeOUTHUAT KaPIIMHOM PSJIKO € MPUYHMHA 32 XUIICPTUPCOUIAN3IBM NPU KOTKH M HE CE NPErophyBa
MPUJIAraHETO Ha CaMOCTOSITETHO MEIAMKAMEHTO3HO JICYCHHWE B TE3W ClIy4yaw, Thil KaTo TO €
Hee(DEKTUBHO.

CroenumaiaHy pena3Hi MEpKH 3a )KUBOTHHUTE IPH yroTpedara Ha MPOIYKTa:

Jledennero TpsOBa ma ObIEe TPUIOKEHO CaMO CJed MpPEleHKa IT0I3a/pUCK OT OTTOBOPHUSAT
BETEPUHAPEH JIEKap MPU BCEKH WHAWBUAYAJICH CITydail.

JledeHneTo Ha XUIEPTUPEOUANZBM MOKE J1a JJOBE/E 10 OTpaHWYaBaHE HA TIOMepyJiHaTa (QUITpaIys.
ToBa Boam 10 MPUKpUBaHE HA MPEIN ChIIECTBYBAIla Ob0pedHa TUCHYHKITHSL.

JleyeHHeTO HAa XUIEPTHPEOUANZBM MOXKE CBHINO Ja MHAYLHpA YBEIUUYEHO HHBO HA YEPHOAPOOHHTE
EH3MMHU WM Ja MpeAu3BUKA BJIOIIABAHE HA NPEIUIIHU YEPHOIAPOOHU yBpexmaHus. brOpeunara u
4yepHOAPOOHa PYHKINHK TPSAOBa J1a ce HAOI0JaBaT MPEIr U 110 BpeMe Ha JICYSHUETO.

Hopazuzl PUCK OT JICBKOIICHUA HJIM XCMOJMUTHUYHA aHCMUA, XCMATOJIOTUYHUTE IMapaMETpu Tpﬂ6Ba Ja
ObJaT HaONMIOAaBaHU PEJOBHO NpEeAM M IO BpEeME Ha JICUCHHETO, 3a MPEANOYUTaHE MpPU BCIKO
OIIpeeNsiHe Ha JJ03aTa Ha peryaupaniata u morbpkamara ¢asa.

[Ipu KMBOTHH C BHE3AITHO BIIOIIABAaHE HA 3/{PaBOCIOBHOTO CHCTOSHUE MO BpEME Ha TEpamusATa, Haii-
Beue mpu (eOpUITHU J)KUBOTHHU, TPSIOBA Ja ObJAT B3€TH KPBBHU MPOOH 3a CTaHIAPTHA XEMATOJIOTHS U
ovoxumus. JKusotHute ¢ HeyTponenus (Opoil Ha meyrpoduure < 2,5x10%L) TpsGea ma Gwbaar
TpeTHpaHU NPOQUIAKTHIHO ¢ OAKTEPUIIMIHH aHTHOMOTHIIM FITH MO IbprKalla Teparusl.

Hoza Hax 20 Mg e usnuTaHa caMo Ha MailbK Opoil KOTKM M TpsiOBa aa ObJe MmpuiaraHa ¢ 0CoOCHO
BHUMaHue. ETo 3a110 ce nmpemnopbhuBa BHUMATEIHO HAOIIOJICHNE, KaTO Jl03aTa TpsAOBa JAa ce KOpUrupa
32 BCEKH OTJENCH Ciydaid, Cliel NpeleHKa Ha CHOTHOIICHHETO MOJI3a/PUCK OT OTTOBOPHUS
BETEPUHAPEH JIeKap.

CrenmaiHy IIpena3sHd  MEPKHM 3a JWIaTa, [OpWIaranyd BETEPUHAPHOMEIUIMHCKHUSA MPOAYKT Ha
JKUBOTHHUTE:

W3muiiTe pbLETE CU ChC CallyH U BOJAA CJIE] NIPUIOKEHUETO HA IPOLYKTA U IIPU KOHTAKT C IIOCTEIIATA
Ha TPETUPAHUTE KMBOTHHU.

Xopa c ycTaHOBEHa CBPBXUYBCTBUTEIHOCT KbM AHTUTHPEOMIHH TPOIYKTH TpsOBa aa u30sTBaT
KOHTaKT C BETEPUHAPHOMEAULIMHCKUS MPOAYKT. AKO C€ Pa3BUAT aJIEPTHUHU CHMIITOMH, KaTO KOXKEH
0o0pHB, OTOK Ha JIMLETO, YCTHUTE WM OYMTE WIM 3aTPyIHEHO AMIIaHe, TpsAOBa He3a0aBHO aa ce
MOTBPCU MEAULIUHCKU CBHBET, KATO HA JIEKApsl CE MPEJOCTAaBY JIMCTOBKATA UJIM €TUKETA HA IIPOJYKTA.

Toii KaTo ce mpennonara, 4ye KapOMMa3oJIbT € TEPaTOreHeH areHT MPH XOopara, )KEHUTE KOUTO ca B
JETEepPOAHA BB3paCT TPAOBa /Ja HOCAT PBKAaBULM, NMPU ChOMpaHE HA OTHAXBLMTE OT XUBOTHHUTE U
IIOCTEJIATA WU TIOBPBIIAHE HA TPETUPAHU KOTKH.

bpemennn  skeHm  TpsOBa Ja  HOCAT  TpEANa3HM  PBKaBUIM, Koraro  paborar ¢
BETEPUHAPHOMEULIUHCKHS IIPOAYKT.

[la He ce yymsT WM CMavKBaT TaOJIETKUTE.

He soxTe, He nuiiTe M He MyIIeTe JOKATO PaboTUTE C TaOJIETUTE WM MPH ChOMpaHe Ha OTMAABLUTE OT
JKHUBOTHUTE U IOCTENATA.

[Ipu cnydaiiHO moribiaHe, He3a0aBHO Ja c€ NOTHPCH MEAMLMHCKH CBHBET, KaTO Ha JIeKaps ce
IIPENOCTABH JTUCTOBKATA WM €TUKETA HA IPOJYKTA.

Kap6uma3ombpT, Karo NOPOAYKT Ha THamaszon (MeTHMa3oi) MOXKe Ja TMpeau3BUKa IOBPBIIAHE,
enuracTpajeH AUCTpec, Ii1aBoOosiue, TpecKa, apTpalirus, ChbpOeX M MaHUUTONneHus. JleueHuero e
CHUMIITOMAaTUYHO.



bpeMeHHOCT M TaKTalus:

JlaGoparopHuTe Tpoy4YBaHHs TPU ILTBXOBE M MUINKH Ca JIOKA3add TEPATOTCHHU M (PETOTOKCHYHHU
edextn Ha THMamasona (Meramu3on). besomacHocTTa Ha BETEPHUHAPHOMEIWIIMHCKHS TPOAYKT HE €
JIoOKa3aHa 1o BpeMe Ha OpeMEeHHOCT WM JakTarus. TraMazonrsT mpeMrHaBa IulaleHTapHaTa 6apuepa,
OTJIeNIsI C€ B MIIIKOTO U JIOCTHTa MPUOIU3UTEIHO ChIIIaTa KOHIICHTPALIUS, KAKTO B MAHYHHUS CEPYM.
He ce mpuara mo Bpeme Ha OpeMEHHOCT ¥ JIAKTaITHsL.

BzauMoelicTBHe ¢ IpyTr¥ BETCPUHAPHOMEAULIMHCKH IPOAYKTH U APYTHU d)ODMI/I Ha B3aMMOJICHCTBHE:

CBBMECTHOTO JIeueHHe ¢ peHoOapOnuTam Moxke Ja HaMalld KIMHAIHATa epruKacHOCT Ha KapOuMasoia
CbBMecTHaTa yrnoTpeda Ha OCH3UMUIA30JI0BU aHTUXEIMHUHTUIM ((DeHOCHIA30)1 WM MEOCHIa30I1) €
JloKa3ajia HaMaJsiBaHE Ha XCMAaTHTHOTO OKCHJIMPAaHE HA TO3M TEPANCBTHUYCH KJac M CIEIOBATEIIHO
MOJXeE Jia JIOBeJe J0 yBEJIM4YaBaHE Ha TEXHHUTE IHMPKyJupamuTe HuBa. [lopaam ToBa CHBMECTHOTO
M3MOJI3BaHe Ha KapOMMa3on ¢ OSH3MMHIa30J1 He ce MPErophyBa.

TraMa3zonbT (METHMA30dbT) MOXKE Ja MPOSIBM WMYHOMOIYJHUpAId CBoWcTBa. ToBa TpsOBa 1a ce
B3eMe€ 01 BHUMaHUE KOTaTO CE BAKCUHUPAT KOTKHTE.

[Ipeno3upane (CUMOTOMU, CHELIHUA MEPKU, AHTUIOTH):

B cny4aii Ha nipego3upaHe, HEOIArONMPUATHA PEAKIIUU, KOUTO MOTAT Jia CE€ IPOSBAT BKIIIOUBAT, HO HE
ce orpaHuuaBaT 10, ca: 3ary0a Ha TerJo, JIUICAa Ha aleTUT, MOBPbBIIAHE, JICTAPTUS U IO-PSAIKO
CpelaHy TpU3HAIM Ha TAaCTPOMHTECTHHAIHU KPHBOTEUCHHSA, KATO XEMaTeMe3WC, IepopaiiHa
XeMoparuss WM XeMoparhs Ha WHTECTHHAJIHUS TpakT. AOHOpMaiHa KO3MHA W Koxa (epurema,
ajioTenus), KaKTO W XEMaTOJIOTHYHW/OMOXUMHUYHKM HU3MeHeHus (eo3uHodmmus, IuM(pONIUTO3a,
HEYTPOIICHUs, JTUMQOIICHUS, JICBKOICHHS, arpaHysolUTO3a, TPOMOOIIUTONICHHUS WM XEMOJUTHYHA
aHEeMHs) MOKE CBINO Ja ce HaOmomaBar. XematuT W HeDpuT ca OWIM JTOKIaaBaHu. Tes3n
HEOJIAarONPUATHU PEaKIMi ca MHOTO0 TEXKKHM INMPH XPOHWYHO IMpeao3upaHe. B moBeueTo citydaw,
HEOJIAarONPUATHUTE PEaKIMU ca OOpaTUMHU Clie/] IIPEKpaTsIBaHe Ha JCUCHUETO U TOIXOI]INA IPHKa OT
CTpaHa Ha BETEPHHAPHIUSI JIEKap.

Oo6mara xkoHneHTparus Ha THpokcuH (TTs) mox Hali-HHCKara pedepeHTHa CTOWHOCT MOXKE Ja Ce
Ha0rogaBa MO BpEME Ha JICUEHHUETO, BBIIPEKH Y€ TOBA PSAIAKO € MPHUAPYKECHO C SBHU KIMHUYHU
npu3Hanu. HamansBane Ha fo03ara 1ie goBefe 1o yBenndaBane Ha TTs4. Perynupanero Ha no3ara

He TpsIOBa J1a ce ochIecTBsiBa caMo Ha 0aszara Ha TTs cTolfHOCTHTE.

Modst, BUXK CBIIO T. 6.

13. CIHEIUWAJIHU MEPKMU 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIM OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

BMII He Tpsi06Ba na ObaaT U3XBBPISHE Upe3 ONTOBH OTIAABIN WX OTIIAAHK Boau. [lomuTaiite Bammms
BETEPHHAPEH JIeKap KakBo Ja mpaBute ¢ HeHykHuTe BMIL. Te3u Mepku 1me moMorHaT 3a ona3BaHe Ha
OKOJTHATa cpeja.

14. JATATA HA ITIOCJIIEJHATA PEJAKIIUS HA TEKCTA

03/2018

15. JAOIBJHUTEJHA UHO®OPMAIIUS

Y awmkeHoTo ocBoboxmaBane Ha Vidalta ocurypsisa 24 yacoB UHTEpBAJ Ha TO3UPAHE.

O1aKkoBKH:

[TnactMacor duakoH, chabsprkai 30 wim 100 TabneTky.

ect (6) mnactmacoBu ¢aakoHH, chabpkamu 30 nim 100 TabneTku.
He Bcuuky pasmepr Ha OmakoBKaTa MOTaT Ja ObAaT MpeAaraHy Ha ra3apa.



Camo 3a BeTepHHAPHOMEMIIMHCKA yIIOTpeda.

3a Bcsika nH(pOpManys OTHOCHO TO3U BETEPUHAPHOMEIULIMHCKY IPOIYKT, MOJISI CBBPIKETE CE C
TEPUTOPHUATHHUS TPEICTABUTEI Ha IPUTEKATENsI Ha JIUIEH3a 3a YHoTpeoa.
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